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BBeaeHue

HacToawwmn ctaHngapT ycTaHaBnNMBaeT OCHOBHbIE TPEOOBAHUS K KOHTPOSO TEXHUYECKOrO COCTOSAHUSA U
yHKLUMOHMpPOoBaHUA meauuymMHcknx ndgenuin (MA).

B HacTosLIeM CTaHAApTE M3MOXEHA KOHLENUUS opraHusauuu crnyxd ynpasneHust kKa4eCTBOM U Npu-
BeJeHa TakKe cxema npoBeaeHusa KOHTpona kadectBa MU B npouecce akcnnyarauuu.

CreumanucTtbl, OTBEYaloLLIMe 3a KOHTPOMNb KayecTBa B npouecce akcnnyarauum MW, gomkHbl ObITh
YTBEPXKAEHbI aAMUHUCTPALMER MEAULIMHCKOTO YUpexaeHus.

Me>xxayHapoAHbIX aHanoroB CTaHAAapTy He CyllecTByeT. Hacroawmn craHgapt oTpaxaeTr Hauuo-
HamnbHYIO cneynaduKy peanusauum CUCTeMbl MEHEIKMEHTA KayeCTBa B MeAMLUHE U MOXET ObITb TOMNbKO Ha-
LUMOHasbHbIM JOKYMEHTOM.
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HAUMOHANBbHBIN CTAHOLAPT POCCUNCKON ®EAEPALUUMN

KOHTPOJIb TEXHUHECKOIO COCTOAHUA
N ®YHKUMOHUPOBAHUA MEAULIMHCKUX U3SAENTUU

OCHOBHbIE NONMOXEHUA

Control technical condition and functioning of medical devices.
The main provisions

Hata BBegeHna — 2016—09—01

1 O6bnacTtb npuMeHeHun
1.1 O6nacTb pacnpocTpaHeHua

Hactoawmin craHaapt ycraHasnueaet obue TpeboBaHMs K NPOBEAEHUIO KOHTPONA TEXHUYECKOro
cocTosiHMA U chyHKkunonuposaHuio M. Yactb TpeboBaHui, U3NOXEHHbIX B 4aHHOM CTaHAaapTe, pacnpocT-
paHsatoTCa TonbKO Ha MU anekTpuyeckue.

1.2 Uenb

B Hactosiem ctangaprte npeacrasneHa cucrema OBECMNEYEHNA KOHTPONA TEXHUYECKOIO
COCTOAHUA MU B MPOLEECCE 3KCMNNYATALUUN.

CpeacTBa U3MEPEHUSA U UCTbITaTENbHOE 060pyAOBaHUE, UCNONbL3YEMbIE TSl KOHTPOMSA TEXHUYECKOro
COCTOSIHUSA, AOJDKHbI ObITb NPOCTLIMM U YAOOHBIMK B MPAKTUYECKOM NpUMEHeHMU. MeToabl UCMbITAHUIA He
npeaHa3HaYeHbl ANS NPOBEPKM MEXAHWUYECKMX UMK IMEKTPUYECKUX XapaKTepUCTUK, 3a UCKIIOYEHUEM Tex
cnyvaes, KOrga xapakTepuctuka Bnvsiet Ha 6e30nacHOCTb.

OueHka U KOHTPONb TEXHMYECKOro coctosaHuss MU aomkHbl COOTBETCTBOBATbL NpOrpaMMe KOHTPOnA
Ka4yecTBa, U3IOXEHHOW B pasaerne 4.

2 HopmaTUuBHbIE CCbINKN

B HacTosiLuem cTaHgapTe UCNONb30BaHbl HOPMAaTUBHbBIE CCbINIKU HA CrieayloLme CTaHAapThbl:

FOCT ISO 13485—2011 WUsgenua meguumHckme. CuCTeMbl MEHemKMeHTa KadecrtBa. CUCTEMHble
TpeboBaHua ans uenew perynupoBaHusa

FOCT P 53092—2008 CUCTEMblI MEHEIKMEHTA KAYECTBA. PekomeHaauuu no ynyuyllEHUIO
NpOLeCCOB B YUPEXAEHUAX 34paBOOXpPaHEHUA

FOCT P UCO/TO 16142—2008 UN3genua megmuuHckue. PykoBoACTBO NO BbIOOPY CTAHAAPTOB, NOA-
AEPKMBAIOLMX BaKHEWLIME NPUHUMMBLI obecneveHna 6e30nacHOCTU U IKCMIyaTaLMOHHBIX XapaKTepUCTUK
MeAULIMHCKUX USAENUI

FOCT P M3K 60601-1—2010 Usgenua meamuuHckue anektpuyeckue. Yacrtb 1. Obwme TpeboBaHus
6e30NacHOCTU C y4€TOM OCHOBHbIX PYHKLUMOHAMbHbIX XapaKkTepUCTMK

FOCT P 51746—2001 OueHKa U KOHTPONb 9KCMyaTauMOHHbIX NAapaMeTpOB PEHTTEHOBCKOW meau-
LMHCKONM annapaTypbl B OTAeNeHunAX (kabuHetax) peHTreHoaguarHocTukun. Yacro 1. O6wme TpeboBaHus

FOCT ISO/IEC 17000—2012 OueHka cooTBeTcTBUS. CnoBapb U 006Lue NPUHLMNbI

FOCT P M3K/TO 60788—2009 Usgenua meauumHckue anekrpuyeckue. Cnoeapb

MpumedyaHune—Tpu NONb3OBaHUN HACTOSLLMM CTaHAApTOM LiEnecoobpasHo MpoBepuTb AeicTBue
CCBINOYHbLIX CTaHAapPTOB B MHPOPMALIMOHHOR cucTeMe obLyero nofb3oBaHUA — Ha ouumansHom caite PegepanbHoro
areHTCTBa MO TEXHUYECKOMY PeryIMpoBaHUIo U MeTposiorn B ceT MHTEpHET Unu No eXerofgHoMy MHOPMaLUOHHOMY
yKkasateno «HauuoHanbHble cTaHAapTel», KOTOPbIA onyGrnuMKoBaH No COCTOSHUIO Ha 1 siHBaps Tekylwlero roga, W no
BbINycKaM eXeMecs4HOro MHOPMaLMOHHOro ykasaTensi «HauuoHanbHble cTaHgapThi» 3a TEKyLMiA rog. Ecnu 3ameHeH
CCBINOYHBIA CTaHAapT, Ha KOTOpLIf faHa HefjaTWpoBaHHas CChifika, TO PEKOMEHAYETCS UCMONb30BaTb AEWUCTBYHIOLYIO
BEPCUIO BTOro cTaHgapTa C Y4eTOM BCE€X BHECEHHbIX B [aHHyl0 Bepcuio M3aMeHeHWi. Ecnu 3aMeHeH cCblnovHbIi
CTaHAapT, Ha KOTopblit JaHa AaTWPOBaHHas ccbifika, TO PEKOMEHAYETCA UCMONb30BaTb BEPCUIO 3TOFO CTaHAapTa C
yKkas3aHHbIM Bbille FOAOM YTBepXAeHUA (NPUHATWS). Ecniu nocne yTBepXAeHWs HACTOSILLEro cTaHgapTa B CCbINOMHbINA
CTaHfapT, Ha KOTOprVI AaHa faTupoBaHHaA CChblflka, BHECEHO U3MEeHeHUe, 3aTparvBalollee MNoJsioXXeHue, Ha KOoTopoe
AaHa CCbifka, TO 3TO MOSIOXEHUE PeKOMeHAYETCA NpUMeHATs Ge3 ydyeTa [aHHOTO WM3MeHeHUs.. Ecnn cebiNouHbIA
CTaHAapT oTMeHeH 6e3 3aMeHbl, TO NOMOXeHUe, B KOTOPOM [jaHa CChifika Ha Hero, PeKOMeHAYETCH NPUMEHATL B YacTy,
He 3aTparvBatoLLein aTy CCbIMKY.

M3paHue ocpuumanbHoe
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3 TepMuHbI M onpeaeneHus
3.1 MpumeHseMbie TEPMUHBI

B HacTosiLLem cTaHgapTe NpUMEHSoT TepMUHbl 1 onpegeneHua no MOK 60788, MOCT ISO/IEC 17000,
FOCT P 53092 v npuBeaeHHble B 3.2.

3.2 TepMUHbI U onpeaeneHun

B HacTosAwem craHaapTe NpMMEeHeHbl CneayoLme TEPMUHBLI C COOTBETCTBYIOLLMMM ONPeaereHUAMM:

3.2.1 akkpeguTauma: MNoaTeepxaeHUe COOTBETCTBUSI TPETbEN CTOPOHOW, OTHOCSILLIEECH K OpraHy no
OLEHKEe COOTBETCTBMA U chnyxallee OqL)VILWIaJ'IbeIM npusHaHnem ero KOMNeTeHTHOCTU And BbIMNONHEHUA
KOHKPETHbIX 3a4a4 No OLeHKE COOTBETCTBUSA.

3.2.2 6a30BOe 3HaYeHHe: STANoOHHOE 3Ha4YeHne (PYHKLIMOHANBLHOIO napameTpa nuobo:

- 3HaYeHne napameTpa, Nony4yeHHoe Npu NepBUYHbLIX UCMbITAHMAX HA NOCTOAHCTBO NapamMeTpos, npo-
BOAMMbIX Cpa3y Nnocne nNepuogn4eckux UCTNbITaHui;

- 3Ha4YeHWe napameTpa, yCTaHOBIEHHOE COOTBETCTBYIOLLUM YACTHLIM CTaHAapTOM, PaBHOE CpeaHeMY
3HAYEHWIO BENMUYUH, MOJYYEHHbIX B HA4anbHOW CEPUM UCMBLITAHWIA HA NMOCTOSIHCTBO NapameTpoB, MPOBO-
AVMON cpa3y nocne Nepuoanyeckux UCNbITaHWN.

3.2.3 ucnbiTaHUA HA NOCTOAHCTBO NapameTpoB: Cepus UCMLITAHWI ANS NOATBEPXKAEHUS COOT-
BETCTBUA (PYHKUMOHaNbHBIX xapakrepucrtuk usgenusa YCTAHOBIEHHbLIM MNPEJENAM, npoBoguMbIX Ang
PaHHEro BbIABNEHUA U3MEHEHUSI MOTPEOUTENLCKUX CBOWCTB M3 ENus.

3.2.4 usmeputenbHaa cucrema: COBOKYNHOCTb Onepauui, npoueayp, CpeacTs MU3MEPEHUN U APYro-
ro obopynoBaHus, a TaKke NPOrpaMMHbIX CPEACTB U MEPCOHAana, UCNonb3yeMbiX AN onpeaeneHusi Yucro-
BbIX 3HAYEHMII N3MEPEHHbIX XapaKTEPUCTHUK.

Il puMedHaHne — MsmepMTeanaﬂ cucTtema BKovaeT B cebsl Becb npouecc nony4vyeHna pesynbtatoB UsMe-
peHVIVI. K Takum N3MepuUTenbHbIM CUCTEMaM MOXHO OTHECTU annapathbl ANA U3SMEPEeHUA AaBlieHUA KpoBU, MNoJyyYeHUus
LVNarHoCcTUYecKknx n3obpaxeHuit, anekTpokapauorpadbl, YCTPOWCTBA, Perynupylolue MOCTyrreHwe Kucropoga U
UMeroLLMe LUKany U3MEepeHUn, a TaKke CpeAcTBa UCCMefoBaHWii, Hanpumep, BOMPOCHWUKW, €ClU UX MPUMEHSIOT Ans
NPOBEpPKN COOTBETCTBUS YCTAHOBNEHHBIM TpeboBaHNAM M NEPUOAMYHOCTY aHanmsa unm BepnuKaLmi.

3.2.5 UHCTPYKUUA (PyKOBOACTBO) MO 3KChnyarauum: 3TO JOKYMEHT, coAepalui CBeAeHus O
KOHCTPYKUMM, MNPUHUMNE [eNCTBUSA, XapakTepucTukax (CBOWCTBAX) W3JENUsi, €ro COCTaBHbIX 4acTsaAX M
ykasaHusi, HeobxoauMble ANA NPaBuUnbHON M 6e30nacHon 3Jkcnnyatauuu usgemms (MCnosnib3oBaHus no
Ha3Ha4YeHUIO, TEXHUYECKOTO OBCNY>KUBAHUA, TEKYLLIEr0 PEMOHTA, XPAHEHUA U TPAHCNOPTUPOBAHUA) U OLIEHOK
€ro TEXHUYECKOT0 COCTOSIHUSA, a TaKKe CBEAEHUSA MO YyTUNU3aLuumM U3genus u ero COCTaBHbIX YacTen.

3.2.6 kanubpoBka cpeacTB usMmepeHunin: COBOKYNHOCTb OnepaLui, BbINONHAEMbIX B LENsAxX onpeae-
NeHus AeNCTBUTENBHbIX 3HAYEHNI METPOTIOMMUYECKUX XapaKkTEPUCTUK CPEACTB U3MEPEHUN.

3.2.7 KOHTpONnb kauyecTBa: MeToabl U AEeATENBHOCTL ONEPATUBHOIO Xapakrepa, ucnonbayemble Ans
YAOBNETBOPEHUSA TPEOGOBAHUI K KAYECTBY.

3.2.8 KOHTPOJSIb TEXHUUYECKOIO COCTOAHUA MeAULMHCKUX u3genun: MNposepka COOTBETCTBUSA 3HA-
YeHU napameTpoB u xapakrepuctuk MU TpeboBaHMAM HOPMATUBHOM M BKCNAyaTaUMOHHON AOKYMEHTaUMM,
BbISIBIIEHME W3HOLLEHHbIX W TMOBPEXAEHHbIX 4vacTeil (petanen), npoBepka AEWCTBUA BCEX 3aLUUTHBIX
YCTPOMICTB M BNOKMPOBOK, HANUYKUSA 1 BEAEHUS SKCNNyaTaLUOHHOW AOKYMEHTaLUN.

3.2.9 meguuuHckoe nsgenue; MU: Jliobble MHCTPYMEHTbI, annaparbl, Npubopbl, MaTepuanbl U Npo-
yne u3genusl, NPUMeHsieMble B MEAULIMHCKUX LIENSX OTAENbHO UMM B COYETaAHMU Mmexay CoOou, a Takke
BMECTE C APYTMMU NPUHAANEXHOCTAMU, HEOOXOAMMBIMU ANt MPUMEHEHUA YKA3aHHLIX M3AEnNUin no
Ha3Ha4YeHUIo, BKMoYasa cneuuanbHoe nporpammHoe obecneyeHue, W NpeaHasHavyeHHble NMpou3BoAUTENEM
Ana npodduUnakTUKU, ANArHOCTUKM, NEYEHUs U MeAULMHCKOW peabunutauum 3aboneBaHwii, MOHUTOPUHTa
COCTOSIHUSA OpraHu3ma JYenoBeka, NPOBeAEHUS MEAMLMHCKUX UCCNeAO0BaHWUI, BOCCTAHOBINEHUS, 3aMeLLEeHus,
M3MEHEHUs1 aHATOMUYECKOW CTPYKTYpPbl Unu hM3noNormyeckux pyHKUUn opraHmama, npeaoTBpaLLeHns unm
npepbiBaHWA BGepeMeHHOCTW, (PyHKLUMOHANbHOE Ha3HayeHue KOTOPbIX HE peanu3yetcsa nyTem
dapMaKkonormyeckoro, MMMYHOSOIMYECKOrO0, TFEHETUYECKOro unuM MeTabonuyeckoro BO3AENCTBUA Ha
OpraHusm 4esioBeka.

3.2.10 obecneyeHne KOHTPOMSA KavyecTBa: NiaHupyeMble U CUCTEMATUYECKM NPOBOAUMbIE Mepon-
pUATUSA, NOATBEPXAAIOLIME, YTO NPOAYKLUA UMK yCcryra yA0BNETBOPAIOT TpeOOBaHMAM K Ka4ecTBy.

3.2.11 opraH no akkpeautTauum: NONHOMOYHBI OPraH, KOTOPbLIA NPOBOAUT akKpeauTaLmio.

3.2.12 nepuoanyeckue ucnbitTaHusa: VcnbiTaHud, NpoBoAMMbIE ANA ONPEAEneHUs NPaBUMbHOCTH
PYHKLMOHNPOBAHUA N3AENUS B KOHKPETHLIA MOMEHT BPEMEHH.

U B cooTtBeTcTBMU ¢ DefepanbHelM 3akoHoM oT 21.11.2011 Ne 323-03 «O6 ocHoBax oxpaHbl 340pOBbS rpaxaaH
B Poccuiickoit Gepepauuuy.
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3.2.13 noBepka cpeacTB U3MepeHuit (ganee — noeepka): COBOKYMHOCTb OnepaLuii, BbINOJHAEMbIX
B Liensx NOATBEPXKAEHUS COOTBETCTBUS CPEACTB M3MEPEHUIA METPONOTMYECKUM TPEBOBAHNAM.

3.2.14 npueMouHble UCNbITaHUA: VcnbiTaHnA, NPOBOAMMbIE ANS NPOBEPKM COOTBETCTBUS U3AENUA
TpeboBaHMAM NOCTaBKU NOCME YCTAHOBKU HOBOFO WU3AENUS WM BHECEHUS] 3HAYMTENbHbIX U3MEHEHWIA B
usgenue B NPOLIECCe aKcnnyaTauuu.

3.2.15 nporpamma KOHTpPONA KauyectBa: [OKYMEHT, pernaMmeHTUPYIOLMIA KOHKPETHblIE Mepbl NO
OBECIEYEHNIO KOHTPONA KAYECTBA oTaenbHbIX TUMOB WU3AENWMMW, BKMAKOYas agMWHUCTPaTUBHbIE
MEeponpuATUA U TEXHUKY KOHTPONS KavyecTsa.

3.2.16 cpeacTBO U3MepeHunA: TexHnyeckoe cpeacTBo, NpeaHasHa4YeHHOoe AN U3MEPEHNA.

3.2.17 TexHU4YeCKue CUCTEMbI U YCTPOUCTBA C U3MepPUTENIbHbIMU PYHKLUMAMKU: TEXHUYECKUE CUC-
TEMbl U YCTPOMCTBA, KOTOPbIE HAPSAAY C MX OCHOBHbLIMU (PYHKLMSAMM BbIMOMHAOT U3MEPUTENbHbIE (DYHKLUN.

3.2.18 yctaHOBRneHHbIe npeaernbl: B nporpamme o6ecneyeHns KOHTPONsi KayecTsa AOMNyckaembie
OTKMOHEHUs1 PEe3ynbTaToB MUCMNbITAHUA HA MOCTOSHCTBO MapameTpoB, NOATBEPXKAAlOLMe YAOBMETBOPU-
TENbHOCTb (PYHKLIMOHAMBHON XapaKTePUCTUKN UCMbITYEMOro U3aenus.

3.2.19 yacTHbIN cTaHAAPT NO KOHTponto kauecTtea MW: [JokymMeHT, coaepaLumin MeToabl UCMbITa-
HWUI KOHKPETHBLIX BUAOB (TUMOB) MEANLMHCKUX U3LENUNA.

4 ObecnevyeHne KOHTpons KauyectBa. KOHTpoONnb kayectBa U ynpaBrieHUe Ka-
yectBoM MU B npouecce akcnnyaraumm
4.1 O6wme Tpe6oBaHUA

Hacrosawmin ctaHaapT onpeaensaet Metoabl 00ecneyeHns KOHTPONA KayecTBa U MEPONPUSATUS, MO3BO-
naowme cneautb 3a ctabunbHOCTLIO paboTel M B npouecce akcnnyatauuu.

3TN MeponpuATusA cneayeT BbINOMHATb NOCHEe TOro, Kak nonb3oBatens ybeautca, Yto pyHKUMOHAMb-
Hble xapaktepuctukn MW asnsaoTca npuemnembiMu (HanpuMmep, COOTBETCTBYIOT YCMOBUSIM KOHTpakTa Ha
nocTaBKy).

Flepep, HayanoM WCMbITAHWUI BbISIBNSAIOT U OOKYMEHTanbHO NOATBEPXAAKT TEXHUYECKOE COCTOAHUE
M.

Mo pesynbTaTtam NepBUYHBLIX UCMbITAHWMIA HA MOCTOSAHCTBO NapameTpoB YCTaHaBnuBaloT 0a3oBble
3HauYeHUs1 napaMeTpoB, C KOTOPbIMU CPABHUBAKOT Pe3ynbTaTbl MOCHEAYIOWMX UCNBLITAHUA HA MOCTOSHCTBO
napaMeTpoB.

PesynbTatbl UCNbITAHWUMA HA NOCTOSIHCTBO NapaMeTpPOB CPaBHMBAIOT C YCTAHOBMNEHHLIMU NpeaenamMu.

MpuHUMasn BO BHUMaHUE npegnonaraemoe npumeHenne MU, TpeGoBaHus conpoBOAUTENLHLIX (Aanee —
3KCNNyaTaUnoHHbIX) AOKYMEHTOB MIN YaCcTHOroO ctaHaapTta Ha MW, nonb3oBaTenb yCTaHaBNMBAET:

- aAMUHNCTPAaTUBHbIE MEPONPUATUA, KOTOPbLIM HBOGXOD,I/IMO cnejoBarth;

- 3Ha4YeHNA PYHKLMOHAMbHBLIX NapaMeTpoB, KOTopbie OyayT UCNOMNb30BaHbI;

- He0BX0AMMbIE YCMOBUSA ANS BbIMOMHEHUS UCTIbITAHMI HA MOCTOSAHCTBO NapaMeTpoB.

YCTaHOBMNEHHbIE npegensl MOTyT USMEHATLCA B 3aBUCUMOCTU OT TUNa UCNbITYEMOTO MI.

B cnyyae HecoOTBETCTBUA PEe3yNbTaTOB UCMLITAHWI YCTAHOBMEHHBIM NpeaenamM NpUHUMaKT Mepbl No
YCTPAHEHUIO HECOOTBETCTBUA.

4.2 OpraHusaLUuoHHbIe acnekTbl

Cnyxba ynpaBrneHus Ka4yecTBOM (MNM OTBETCTBEHHLIN 3a NPOU3BOACTBEHHLIA KOHTPOMbL) Meau-
LMHCKOTO y4pexaeHusi CoCTaBnseT NporpamMmmy KOHTPOMs KavyecTBa WM NPOBOAWT OPraHuW3auuoHHyo paboTy
no paspaboTke U COBEPLUEHCTBOBAHWIO METOAUK 0DECNeYeHUst KOHTPONA Ka4ecTBa.

Ot1a cnyxba (MnNu OTBETCTBEHHLIN 3a NPOU3BOACTBEHHbLIM KOHTPOMb) AOSMKHA CBOEBPEMEHHO BbISIB-
nATb cnyvau yxyawenusa pabotsl MU v npuHUMaTh Mepbl MO UX YCTPAHEHUIO.

Cnyxba ynpaBneHusi Ka4eCTBOM (MNM OTBETCTBEHHbLIN 3a MPOWU3BOACTBEHHbIM KOHTPOSb) AOIDKHA
CUCTEMaTUYECKN YTOYHATH MNporpammy KOHTpons kadectBa MU ¢ ydyeToMm noTpebHOCTEN MeAULMHCKUX
YUpEXKOAEHUN.

3agauun cnyxObl ynpaBrneHus ka4ectBoM B o6LeM eauHbl ans Bcex MU, metoabl »xe paboTbl MOryT
0TNNYaTbCHA B 3aBUCUMOCTU OT KOHKpPETHOro suaa M.

4.2.1 ®yHKUMM cNyXObl ynpaBrieHUA KaueCTBOM

a) O6A3aHHOCTH

Cnyx0ba ynpaBneHus KayeCTBOM (MNM OTBETCTBEHHbLIA 3a NPOWU3BOACTBEHHbLIA KOHTPOMb) AOIDKHA
UMEeTb NOMHOMOYMA Ha BbINOMIHEHWe AeNCTBUI B pamKax Mporpammbl KOHTPOMS KayecTBa M HECTW 3a HUX
OTBETCTBEHHOCTb.

Mpu HeoBXO0AMMOCTM BO3MOXHO 3aKIOYEeHWe [O0ropopa CO CneuuanucToM CTOPOHHEN akkpeau-
TOBAHHOMN Ha AaHHbIN BMA AEATENbHOCTU OopraHu3auuei, ecnu B MEAULMHCKOM YUYPEeXaEeHun Takme cneuuma-
NUCTbI OTCYTCTBYIOT UMK He obnagatT 4OCTaTOMHON KBanuukaumnen.
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6) Mopsigok npuemku MU

Cnyxba ynpaBneHuMs KayeCTBOM (MfM OTBETCTBEHHbIA 38 MPOM3BOACTBEHHbIA KOHTPOMbL) ycTa-
HaBnueaeT nopsgok npuemkn MW. TlyHKTbI JOroBopa MCMNONb3yKT MpU MPOBEAEHUU MPUEMOYHBIX MCMbl-
TaHui no n. 4.3.1.

OGsAsatenbHbiM TpeboBaHMeM npu npuobpeTeHun HOBbIX MW AOmMkHO ObiTb Hanuyue 9Kcnnya-
TaLUMOHHBLIX JOKYMEHTOB, B YACTHOCTU MHCTPYKUMKM (PYKOBOACTBA) MO 3Kkcnnyataumu Ha MU u pacxogHbie
maTepuansil.

B) MpoTOKON MCNbITaHNI

Cnyxba ynpaBneHusi KayeCTBOM (UM OTBETCTBEHHbI 3a NPOU3BOACTBEHHLIN KOHTPOmNb) oGecne-
4YMBAET BEAEHNE apXuBa NPOTOKONOB UCTbITAHUI, NPOBOAMMbIX MO NMPOrpaMMe KOHTPONA KavecTsa.

CBeaeHusi 0 NPOBEAEHHOM MEepUOAMYECKOM WCMLITAHUWM PEKOMEHAYETCH pasMellaTb Ha BHELUHEN
CTOPOHE M3enus, HaNnpuMep B BUAE STUKETKU, C yKazaHWeM AaTbl CreayLero UCnbITaHus.

CoxpaHeHune nNpOTOKONOB C pe3ynbTaTaMu UCMbITAHWA HA MOCTOAHCTBO NapaMeTpoB, 3anucsMu o6
0BHapY>XEHHbIX HEUCNPABHOCTSAX U Mepax, NPUHATBIX A5 UX YCTPaHEHUs, ABNSAETCA BaXHLIM YCIOBUEM ANs
OLIEHKM 3hEKTUBHOCTU MpOorpaMmbl KOHTPOMNS KayecTBa, BblpaboTku TpeGoBaHMWit npu nocneaylowei
3akynke MW, Bbibopa nocTaBLUMKOB, COCTaBneHus rpaduka sameHsl MU.

Peructpauus mep, NPUHSTLIX ANS YyCTpaHeHUs 0OHAPY>KEHHbIX HEUCNPABHOCTEN, NO3BONAET ObICTPO
pewiatb BO3HMKAOLME NPOBneMbl.

r) >KypHan no TexHu4eckomy o0Cny>xMBaHuio

Cnyxba ynpaBneHus kayectsa (MM OTBETCTBEHHbLINA 3a NMPOU3BOACTBEHHBLIN KOHTPOIb) OTBEYAET 3a
Hanu4me >XypHana no TexHuyeckomy obcnyxuBanuio MW, poctynHoro ana nuy, pabortawowmx ¢ MU, Ha
cny4ain BOSHUKHOBEHWUSI HEMCNPABHOCTU UMM PELLEHUSI BONPOCOB, CBA3AHHbLIX C UX JKCNyaTauuen.

YKypHan gomkeH coaepxatb CrieayioLLyio MHOPMaLUMIO:

- KOHTPOIbHYIO AaTy MCMbITAaHUA HA NOCTOSIHCTBO napameTtpoB MW (3ta pata BaxHa npu peLueHun
Bonpoca 06 YTOYHEHUU/M3MEHEHUN MPOrPAMMbl KOHTPONS KauyeCcTBa MIn NPOrpaMMbl OLIEHKM CTabunbHOCTH
napameTpoB);

- DaHHble 0 pabote MW, koTopble MOryT ObiTb YYTEHbI NPW aHanu3e pesynbTaToB UCMLITAHUW Ha
MOCTOSIHCTBO NapaMeTpoB AnNsi peLLeHUsi BONpoca 0 He0O6X0AMMOCTU KOPPEKTUPYIOLLIMX AENCTBUNA.

n) MoaroToBka nepcoHana

Cnyxba ynpaBneHus Ka4ecTBOM (MNM OTBETCTBEHHLIW 3a NPOU3BOACTBEHHLIN KOHTPOJSIb) OTBEYAET 3a
noAroToBKY nepcoHana. [nsi yCNewHOro BbiNOMHEHWA MporpaMMbl KOHTPONA KayecTBa nepcoHan,
NPOBOASALLMI UCNBITAHUSA HA MOCTOSAHCTBO NAapaMeTPOB, AO0MKEH NPOITU COOTBETCTBYIOLLYIO NOAFOTOBKY [1].

MepcoHan, NpoBOASALLMIA UCMLITAHWMA HA MNOCTOAHCTBO MapamMeTPoB, AOSMKEH BCEraa UMETb B CBOEM
pacropsiKeHUM 3JKCMyaTauMoOHHbIE AOKYMEHTbl Ha AAaHHOe usgenue, B YaCTHOCTU MHCTPYKUMIO (PYKO-
BOZICTBO) NO JKCnnyaTauuu.

4.2.2 CoBeplueHCTBOBaHUE CUCTEMbI KOHTPONA KayecTBa

a) YacTHble cTaHgapThl

MeToabl UCNbITAHWUI KOHKPETHBLIX BUAOB (TUNOB) MU, cogepxalume 06bEKTUBHBIE AAHHBIE U KPUTEPUM,
NO3BOMSAIOLLME MNOMb30BATENIO MPUHUMATb PELIEHUA NO  YCTPAHEHUID OOHAPY)KEHHbIX OTKMOHEHUMN,
npuBeAEHbl B YACTHbIX CTaHAApPTaxX Ha KOHKPETHbIe BuAbl M.

6) OueHka nporpaMmMbl KOHTPONSA KavecTsa

SPDEKTUBHOCTL BLINOMHEHUA NPOrpaMMbl KOHTPOMSA KayecTBa AOJSDKHA NEPUOANYECKM OLEHUBATLCS
N KOppeKkTupoBaTbcs. KoppekTpoBKY nporpaMmmMel CeayeT NpoBoAUTL C y4eTOM coctosHua MU u ycnosum
UX 3KCMnyaTauun B MEAULIMHCKUX yYpexaeHusx [2].

Kputepusammn oueHkn adppekTUBHOCTU Nporpammbl MOTyT ObiTh: CTOMMOCTb PEMOHTA M 3aMeHbl MW,
4acToTa M MPUYMHBI Xanot MEAMLMHCKOrO NepcoHana, aHanua pesynsTatoB MEAULIMHCKUX UCCNIEA0BAHMIA.

4.3 Tunbl UCNbITAHUI NPU KOHTPOJIE TEXHNYECKOr0 COCTOAHUA (KOHTPOJe KayecTBa)

B npouecce ocyLlecTBRNEHUsI TEXHUYECKOro oBcnyxuBaHusi B 06a3aTenbLHOM nopsiake creayeT npoBo-
OUTb KOHTPOMb TexHn4eckoro coctosiHusa (KTC) MU ¢ nepmoanyHOCTbIO He MeHee 0gHOro pasa B rog. Mpo-
BEpKY COOTBETCTBUSA 3HAYEHWUI NapameTpoB NPOBOAAT C NPUMEHEHWEM KOHTPOSMbHO-U3MEPUTENBHOrO 000-
PyLoOBAHUSA, BHECEHHOTO B PEECTP CPEACTB U3MEPEHUI U NPOLUEALLErO roCyAapCTBEHHYIO NOBEPKY.

Mocne pemoHTa unu moaepHusaumn M pomkeH GbiTb npoBegeH KTC (nmbo nosepka B TOM cryyae,
ecnu MW aBnseTca cpeacTBOM U3MepeHust) B o6beme, HeoBXoaAMMOM AN NOATBEPXAEHUS COOTBETCTBUS
3KCNAyaTaUWOHHbIX U TEXHUYECKMX XapakTepucTuk gaHHoro MW 3HadyeHusiM, npuBeAeHHbIM B 3KCMnya-
TauMOHHOW AOKYMEHTaUum.

MeauuuHckoe yupexaeHne 06s3aHo ob6ecneynTb MPoBeAEHMe Kak Nepuoauyeckon, Tak u nocnepe-
MOHTHON (nepeuyHoONn) noeepku MW, Aensowmxca cpeacTBaMu uamepenus [3]. Mpu 3TOM npoBefeHue
peMOHTa CpeacTB u3MepeHus 0e3 npoBeAeHUs MOCMEepPEeMOHTHOW MNOBEPKU SBMASETCA HapylieHWem
TpeboBaHuii 3aKOHOAATENBLCTBA U HE MOXET rapaHTUPOBAaTb TOYHOCTb NOKa3aHMit gaHHoro M.

4
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KoHTponb TexHuueckoro coctosaHus MW He MOXeT npoBoauTLCA nogpasgeneHusmu (NepcoHanom),
OCYLLECTBASIIOLLMM €70 TEXHUYECKOE 06CnyXMBaHuUe.
Pesynbtathl KTC 0bopMnaioT NpOTOKONaMu, rae ykasbliBalT U3MEPEHHbIE 3HAaYEHU napaMeTpos, Ux
cooTBeTCTBUE TPEOYEMbIM 3HAYEHUAM, CPEACTBA U3MEPEHUS, KOTOPLIMU NPOBOAUNUCH UCTILITAHUSA, BbIBOAbI
0 aanbHenwen akcnnyaraumm MWU. O nposegeHun KTC MU penaetca oTMeTka B XXypHane TexXHU4ecKoro

obcnyxnpaHus.

MporpamMa kOHTpONSA

KayecTBa Ao/mKHA ObiTb OCHOBAHA HA aHanu3e 3kcnnyaTaunoHHbIX

napametpoe MW nocrne nocrtaBku, MOHTaXa WNW 3HauuTenbHOW mogucbmkauum MW. O6Gwas cxema
nNpoBeAeHUA KOHTPONA KayecTsa nokazaHa Ha pucyHke 1.
Pasnuyatot Tpu Tuna ucneitainini MU (cm. Tabnuay 1):
- MPMEMOYHbIE UCTbITAHMSA (ANA CPeaCTB USMEPEHUA — NEePBUYHAA NOBEPKa);
- NepuoamnYecKkmue UCnbiTaHus (4Ns CPEACTB U3MEPEHUA — MEPUOSMYECcKas NMOBEPKa);
- UCMbITAHWUA Ha NOCTOSAAHCTBO NapamMeTpoB.
KauectBeHHOe chyHKUMOHMpOoBaHe MIA 3aBUCUT OT NPaBUIILHOTO NOHMMAaHMS NpuHUMna paboTel MU [4].
Bce BuAbl UCMbITAHWI, yKa3aHHble B Tabnuue 1, 4OMKHbI ObiTb NMMBO YCTAHOBMNEHbI B YACTHbIX CTaHAapTax
Ha ucnonb3yemoe MW, nuGo (npu uX OTCYTCTBUM) OCHOBAHbI HA OMbITE W 9KCMEPTU3E WU3rOTOBUTENS,
KOMMETEHTHbIX OPraHoB M NOMb30BaTenNs.

Tabnuya 1 — Tunbl ucnbiTaHui (cM. 4.5)

XapaKrepucTuka ucnsiTaHui

[MpuemoYHble ucnelTaHus

Mepuoguyeckme
uenelTaHmsa

McnbiTaHus Ha
MOCTOSHCTBO NapameTpoB

Llenb

MoaTeBepxaeHne akcnnyaTauu-
OHHbIX NapameTpoB MW no cor-
nalweHuo  Mexay M3rotoBu-
TeneMm n BnagenoueMm MU (kak
OroBOpEHO B 10roBope)

OnpeneneHVle TeXHu4ec-
KOro COCTOAHUA

MpoBepka NOCTOSHCTBA 3KCM-
fyaTaLWoHHBIX NapaMeTpoB

CogepxaHue

M3mepeHne OCHOBHLIX napa-
MeTpoB

M3mepeHne OCHOBHBIX
napaMeTpoB

OTHOCUTENbHBIE  U3MEpeHUst
(HeabcontoTHLIE 3Ha4eHUs)

Mepuogu4HoCTb

Mpu ycTaHoBKe M NOCNe KOHCT-
PYKTUBHBIX W3MeHeHu MU

MepBoOHaYanbHO, nocne
Mogudukaummu unu pe-
MOHTa, nepuoaudeckn B
COOTBETCTBUM C 4acT-
HbIM CTaHAaPTOM U MpK
CYLLECTBEHHbIX U3MeHe-
HUAX napameTpos MU

B ycTaHOBMeHHble CpOKM U
HeNnocpefCTBEHHO Mocne npo-
BefleHUs1 TexHuyeckoro obcny-
XMBaHWs, a Takke Mpu Mopo-
3peHun Ha cboii B pabote MU

OTBETCTBEHHbIE

MaroToBUTENb U NOMbL30OBaATENb
unu ero (Ux) npegcrasuTenu

[Nonb3oBaTenb
Wnu ero NpeacraBuTenb

Monb3oBartenb unu ero
npeacraBuUTeNb

Iluya/opraHusaumu, npo-
BOASLLYMUE MCNBITAHNA

OpraHusauuu, akKpeauToBaH-
Hble B YCTaHOBIIEHHOM Mopsig-
Ke Ha JaHHbIl BuZ LeATerb-
HOCTH

OpraHu3auumu, akkpeam-
TOBaHHblE B YCTaHOB-
TNIEHHOM  nopsfKke Ha
OaHHbIA BUA pAeATenb-
HOCTH

MHxeHepHbI nepcoHan meau-
LIMHCKOTO  ydpexaeHus u/unm
opraHusauuy, akkpeauToBaH-
Hble B YCTAHOBMEHHOM MOPAA-
Ke Ha JaHHbli Bup fesATenb-
HOCTU
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C TexHunyeckue ycnosua Ha MU >

y

MocTaBka u ycTaHOBKa Mnu
Mmoaundukaums/pemoHtT MA

!

MpuemoyHble ncnbitaHna MA (4.3.1)
v

Mepuogunyeckue ncnoiraina MU (4.3.2)

v

MepBUYHOE UCTILITAHWE HA MOCTOSIHCTBO NapaMeTpPoB
(4.3.3)

MpoToKoNMpPOBaHMe PE3yNbTATOB OLEHKU

A

OnpeaeneHne 6a30BbIX 3Ha4eHU (4.3.3)

y

Mepuog akcnnyaTtauyuu MA

v

OyepeaHble UCMbITaHNS
Ha MOCTOSIHCTBO NapameTpoB

MpoToKONMPOBaHKUE PE3yNLTaTOB

v

OueHka (4.1)

MW B yCTaHOBMEHHBIX
npegenax?

[NpuHATHE MEP NO YCTPaHEHMIO HECOOTBETCTBMUSA
YCTaHOBMEHHLIM Npeagenam (4.1)

PucyHok 1 — O6was cxema NpoBEAEHUSA KOHTPONS



FOCT P 56606—2015

4.3.1 NMpueMoyHbIe UCNbITAHUA

MpremoyHblie UCNLITaHUA NPOBOAAT NPU BBOAE B aKCnnyatauuio HOBbIX MU, B TOM uucne nocne ux
3HAUUTENbHON MoauduKauuu, perynupoBku DYHKLUMOHANbHLIX GNOKOB, BBEAEHUS HOBLIX 3NEMEHTOB WUIU
6J'IOKOB, UX 3aMEHbl UJTU U3 BATUSA.

Mpy NOCTYNNEHMN B MEAWULMHCKUE YHPEXAEHUA NPU BCKPbITUM ynakoBku MU o6sasaTenbHO AOMKHbI
noZBepraTbCA NPOBEPKE HA KOMMMEKTHOCTb U LIENOCTHOCTb.

Llernb UcCnbITaHWi COCTOMT B NOATBEPXAEHWUM BKCMnyaTauMOHHbIX napameTpos MU no cornawexuto
Mexay usrotosutenem u enagensuem MU (kak oroBopeHO B A0rosope). OTU UCTBLITAHWSA OPraHu3yloTcsA
npeacTaBUTENAMMU U3FOTOBUTENSA UMM OPraHU3auMsaAMMu, YNONTHOMOYEHHBIMU U3rOTOBUTENEM, N NPOBOAATCA
OpraHu3auMsaMmu, akKpeAUTOBAHHLIMU B YCTAHOBNEHHOM MOPSJKE HA JAHHLIA BUA AEATENbHOCTY.

MpuemMoyHble UCNbITaHUSA NPeACTaBnNAT cobon cepuio abComMIOTHLIX U3MepPeHUn (PYHKLUOHANbHBLIX
XapaKkTepuUCTUK KOMMNOHEHTOB U NPUHAANEXHOCTEN, NPOBOAUMBIX B MEAULIMHCKUX YUPEXAEHUAX NPU BBOAE B
akcnnyaTtaumio MU Ha COOTBETCTBUE IKCNNYaTALMOHHON AOKYMEHTALMKU U/UITU KOHKYPCHOW AOKYMEHTaLMK.

4.3.2 NMepunoanyeckne UCNbITaHUA

Mepuognyeckne WUCNLITAHUA XapaKTEPU3YIOTCA W3MEPEHUEM OCHOBHbLIX MapameTpoB C LENbio
onpeaeneHusi PyHKUMOHANBLHOro cocToAHNMA MU B KOHKPETHbIN MOMEHT BPEMEHMU.

Mepuoamnyeckne UCNbITaHUS AOIMKHLI NPOBOAWUTL OPraHU3auMK, akKpeaMTOBAHHbIE B YCTAHOBMIEHHOM
nopsake Ha AaHHbIM BUA ucnbitaHui M KOHKpeTHOro Tuna.

Mepuognyeckne uCNbITAHMS NPOBOAAT B COOTBETCTBUM C NPOrpaMMOM KOHTPOMA KadectBa C
NnepuoanNYHOCTbIO, YKa3aHHOW B YaCTHLIX cTaHAapTax Ha MU, HO He pexxe 0AHOTO pasa B rog, a Takke nocne
HaCTPOMKN W PErynupoBaHus OTAesNbHbIX xapakrepuctuk MW, 3ameHbl unu U3bATUSA €ro COCTaBHbIX
3MeMEeHTOB WUNM GNOKOB M MPW CYLUECTBEHHLIX W3MEHEHUSIX NapaMeTpoB, BbISIBIEHHbIX B pe3ynbrate
UCNbITaHUI Ha NOCTOAHCTBO napametpos MU (cm. 4.3.3).

PesynbTatbl NEPUOAUYECKUX UCMLITAHUIA SABNAIOTCA OCHOBOW AN YTOMHEHMSI MpOrpaMMbl KOHTPONA
KavecrBa.

Mpyn HeyaoOBNETBOPUTENbHLIX Pe3ynbTarax NepUuoAUYECKUX WCMLITAHUIA NPOBOAAT HEOOXOAMMBbIE
mMeponpuATuA (CM. pasgen 5), 3atem cHoea nposoaat KTC.

4.3.3 UcnbiTaHUs HA NOCTOAHCTBO NapamMeTpPoB

HenocpeaCTBEHHO NOCME  MEPUOAUYMECKMX WCMBLITAHUW NPU  YAOBNETBOPUTENBHOM  YPOBHE
9KCMMyaTauMOHHEIX NapameTpoB MNPOBOAAT NEPBMYHLIE WCMbITAHUA HA MNOCTOSIHCTBO MapaMeTpoB And
onpeaeneHnsa nx 6a3oBbIX 3HAYEHUN.

McnbiTaHMsa Ha NOCTOAHCTBO NapamMeTPOB NPOBOAAT NPOCTLIMU NErKOAOCTYNHLIMU METOAAMU, A TaKKe
NPOCTENLLMMU N3MEPEHUAMU OTHOCUTENBHBIX BEMUYMH.

Ins vcnbiTanuii cneayeT UCnonb3oBaTh MBMEPUTENbHBIE MPUOOPLI M UCTbITaTENBHOE 060pyAOBaHME,
XapaKTepUCTUKU KOTOPbIX AOSKHbI OblTb HEW3MEHHbI BO BPEMS NPOBEAEHUS WCMbITAHWI Ha NOCTOAHCTBO
napameTpoB.

WcnbiTaHuss Ha NOCTOAHCTBO NapamMeTpoB MpW SKCnyaTtauun nNpoBOASIT Yepe3 OAMHAKOBbIE MpoMe-
XKYTKM BPEMEHU U HEMOCPEACTBEHHO NOCNe NPOUNIaKTUYECKOrO TeX0OCNYXMBAHUA U TeKyLero (Meskoro)
peMoHTa, a Takke NPW NOAO03PEHUN HA HAPYLUEHWE NPaBuIIbHOCTU byHKLMOHUpoBaHus MU [5].

McnbiTaHMss Ha NOCTOAHCTBO MapameTpoB AOMKEH NPOBOAWUTE KBANUMULMPOBAHHBLIA WHXEHEPHbIN
nepcoHan MeauLMHCKOrO YYpexaeHusa U/unu nepcoHan opraHusaumii, akkpeaMTOBaHHbLIX B YCTAHOBIEHHOM
nopsiake Ha JaHHbIA BUA AEATENbHOCTU.

Ecnu pesynbTaThl UCMbLITAHWMIA Ha MOCTOAHCTBO MNapaMeTpoB HE COOTBETCTBYIOT YCTAHOBMEHHBLIM
npegenam, NpoBOAAT HeoOxoaumble MeponpusaTus (CMm. pasaen 5).

5 Heob6xoaumbie MeponpuATUaA

5.1 Ecnu pesynbTaThl UCMbITAHUS HE COOTBETCTBYIOT HOPMUPYEMbIM MapameTpam WNu BbIXOAAT 3a
YCTAQHOBMEHHbIE Mpefenbl, MPOBEPSIOT  9KCMyaTaunoHHble  XapaKTepUCTUKM  U3MEPUTENbHOro u
ucnbiTatensHoro o6opyaosanus. McneiraHus NOBTOPSIIOT.

5.2 Ecnn pesynbTaTbl NOBTOPHOrO UCMbITAHUA HE COOTBETCTBYIOT HOPMMPYEMbIM napameTpam unu
BbIXOAAT 32 YCTAHOBIIEHHbIE Npeaerbl, OTBETCTBEHHOMY 3a CUCTEMY KOHTPONs Kayectsa Heobxoaumo
NPeanpPUHATL AeICTBUSA, NPedyCMOTPEHHbIE NPOrpamMMOi KOHTPONS KavyecTBa:

a) MHPOPMUPOBATL PYKOBOACTBO MEAWULIMHCKOrO YYPEXOEHUs O BbISIBMEHHbIX HECOOTBETCTBMAX MU
HOPMaTWBHbLIM TPEOOBAHUAM U NPEKPATUTL Ero aKCnnyaraumio;

6) paccMOTpeThb BOMPOC O HECOOTBETCTBUM OpraHu3auumn u/unv cneyuanucra, o6cnyxusatowero MU,

B) PaCCMOTPETb CBOEBPEMEHHOCTb U HEOOXOAMMOCTL NPOBEAEHUS TEXHUYECKOTO obcnyxusaHus MU:

- 60 no rpachmky NpoBeAeHus,

- 60 HEMEeANEeHHo;

r) npyu HeoBxoAMMOCTW OpPraHN30BaTh NPOBEAEHNE BHENNAHOBbIX NEPUOANYECKUX UCTLITAHUN;

[) paccMOTpeTbL BONPOC O AanbHEeWLweM KINMHUYECKOM ucnons3osaHum M.
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5.3 Ecnu pesynbTaTtbl UCMbITAHUA Ha MOCTOAHCTBO MapamMeTPOB HE3HAYUTENbHO OTNUYaTCA OT
HOPMWPYEMBIX NAapPaMETPOB UK BbIXOAAT 3@ YCTAHOBMIEHHLIE NPEeAensl, TO cneayeT:

a) oXuaaTh pe3ynbTaToB CreayloLUX UCTbITAHWIA HA NOCTOAHCTBO MapamMeTpoB;

6) yaLle NpoBOANTL UCMBITAHWSA HA MOCTOSHCTBO NapamMeTpoB;

B) obpallatb ocoboe BHUMaAHWE Ha OTpULATENbHbLIE PE3ynbTaTbl UCMLITAHUIA HA NOCTOSHCTBO napa-
METPOB NpU NPOBEAEHUN CNEAYIOLLENO TEXHUYECKOTo 0BCMY>KNBAHUS.

5.4 Ecnu npu MCNbITAaHMAX Ha NOCTOSIHCTBO MapaMeTpoB OTKMOHEHWE pPe3ynbTaToB WCMbITAHUA OT
YCTaHOBIEHHbIX NPEAENOB HE3HAYUTENBHO YBENUYMBAETCSH, CNELManUCTbl JOMMKHbI PELUMTb BOMNPOC:

a) 0 NpoBeAeHUU NepUoaNYECKUX UCMbITAHUN;

6) paclUMpPeHnn YCTaHOBMNEHHbIX NPeaenos;

B) OrpaHu4eHun npumeHenus MU;

r) BKntoYeHun MU B cnncok, kak noanexaiuero saMmeHe.

5.5 Mo ycMOTpeHUIo Nons30BaTenst MOryT ObiTb NPUHATLI MEPbI, OTNUYHBIE OT YKa3aHHbIX B pasgene 5.

6 OueHka achheKTUBHOCTU NporpaMmbl KOHTponsa kadectBa MW B npouecce
3Kcnnyarauum

Mepea Ha4yanom BLINOMHEHWA Mporpammbl KOHTpons kavectsa ana MW, wucnbiTbiBaemoro no 4.3,
cnegyet OUEHUTb ycrnosus akcnnyatauum MW B Lenom ¢ Todku 3peHust a¢pheKTUBHOCTM UCMNONb30BaHUSA
BPEMEHU, PECYpPCOB U T. A.

Mpu 9TOM NPOBOAAT aHanM3 CTOMMOCTM PAaCXOAHbIX MaTepuanoB, TEXOOCNYXWBaHWUA, PEMOHTA U
3aMeHbl MU,

Mocne oueHkM ycrosuin akcnnyatauum MU BHeAPAIOT NporpamMmmy KOHTPOIS KayecTsa.

Mocne BHeapeHnus nporpammbl, korga MW 6Gypetr paGoTaTb Ha YLOBNETBOPUTENBHOM YPOBHE,
NPOBOASAT OLEHKY ero adpdeKTUBHOCTU (Hanpumep, Yepes 3 unu 6 Mec).

OMPEKTUBHOCTL BLINOMHEHUA MPOrpaMmbl KOHTPONSI KayecTBa 3akro4vaetcss B obecneueHuu
BbICOKOrO Ka4yecTBa (MeauLIMHCKOro obcneaoBaHus, Tepanum U np.), NPOBOAUMOro ¢ NOMOLWe0 MU.

CpaBHeHWEM pe3yfibTaToB aHanu3a C pesynbTatamy MepBOHAYanbHbIX W3MEPEHUN ONpeaensoT
3PPEKTUBHOCTb NPOrpaMmbl KOHTPONS Ka4ecTea.
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QepepanbHbIi LeHTpP rurneHsl 1 anuaemMuonorin PocnoTpebHansopa, 2011.- 20 ¢.

[3] MeTpornornyeckoe obecneveHne B 3fpaBooxpaHeHMn B Mockse. B MoMoOLLb MeTponorndeckum criyxbam yudpexxaeHui
3[paBooxpaHeHus r. Mocksel (Beinyck WwecToit). Mockaa, 2008 r. CEopHUK COCTaBMNEH aBTOPCKUM KOMMEKTUBOM B COCTaBe:
Nantues 3.U., Bensickuit M.M., BensBckas 1A, Kpytos A, JlyxuH KO.H., nog obwei peaakuveir [Mepsoro
3amecTtutens PykoBoguTensa OenaptamerTa 3gpaBooxpaHeHns r. Mockebl — MNaBHoro meTponora — Monskosa C.B.

[4] BosgeiicTBe Ha OpraHWaM YernoBeka BPeAHbIX W OMacHbIX (PUIUHECKUX MPOU3BOACTBEHHBLIX hakTopoB. ToM 1.
Mepuko-6uonorndeckue acnektel. M.: UMK UagaTensctBo cTaHfapTos, 2004, 455 c.

[5] BosgeiicTBe Ha OpraHW3M YeroBeka BPeAHbIX WM OMacHbIX (PU3NHECKUX MPOU3BOACTBEHHBLIX dhakTopoB. ToMm 2.
MeTponorudeckue acnektsl. M.: UMK UagaTtenscTeo cTtaHaapTtos, 2004, 635 c.
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Pepakrop A.B. Bunbyuykut
KoppekTop O.B. Jlazapesa
KoMnbtoTepHas BepcTka E./. Mocyp

MoanucaHo B nedats 08.02.2016. Popmat 60x84"/s.
Yen. ned. n. 1,86. Tupax 31 ak3. 3ak. 4245.

[MoAroToBNEHO Ha OCHOBE 3MeKTPOHHON BepcuUn, NpefocTaBneHHoN paSpaGOTqVIKOM CTaHfapTa

Oryn « CTAHOAPTUH®OPM»

123995 Mocksa, ['paHaTHbIi nep., 4.
www.gostinfo.ru info@gostinfo.ru
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